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DETAILED ACTION 
Information Disclosure Statement 
The information disclosure statement (IDS) submitted on December 27, 2004 has 
been received and acknowledged. 

Specification 

The amendment to the specification has been received and the disclosure to the claims 
claiming priority to the application (national stage application) under 35 U.S.C. j 371 
from PCT Application No. PCT US 2003/021785, fled July 14, 2003, which claims the 
priority benefit of U.S. Provisional Patent Application No. 60/395.975, filed July 12, 2002 
has been acknowledged and entered. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-20 and 47-48 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. This is a written description 
rejection. 

A lack of adequate written description issue arises if the knowledge and level of 
skill in the art would not permit one skilled in the art to immediately envisage the product 
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claimed from tlie disclosed process. See, e.g.. Fujikawa v. Wattanasin, 93 F.3d 1559, 
1571, 39 USPQ2d 1895, 1905 (Fed. Cir. 1996) (a "laundry list" disclosure of every 
possible moiety does not constitute a written description of every species in a genus 
because it would not "reasonably lead" those skilled in the art to any particular species): 
In re Ruschig, 379 F.2d 990, 995, 154 USPQ 118, 123 (CCPA 1967). 

An applicant may also show that an invention is complete by disclosure of 
sufficiently detailed, relevant identifying characteristics which provide evidence that 
applicant was in possession of the claimed invention, i.e., complete or partial structure, 
other physical and/or chemical properties, functional characteristics when coupled with 
a known or disclosed correlation between function and structure, or some combination 
of such characteristics. 

The written description requirement for a claimed genus may be satisfied through 
sufficient description of a representative number of species by actual reduction to 
practice, reduction to drawings, or by disclosure of relevant, identifying characteristics, 
i.e., structure or other physical and/or chemical properties, by functional characteristics 
coupled with a known or disclosed correlation between function and structure, or by a 
combination of such identifying characteristics, sufficient to show the applicant was in 
possession of the claimed genus. See Eli Lilly, 119 F.3d at 1568, 43 USPQ2d at 1406. 

A "representative number of species" for the "activity of endogenous ligands" 
means that the species which are adequately described are representative of the entire 
genus. Thus, when there is substantial variation within the genus, one must describe a 
sufficient variety of species to reflect the variation within the genus. The disclosure of 
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only one species encompassed within a genus adequately describes a claim directed to 
that genus only if the disclosure "indicates that the patentee has invented species 
sufficient to constitute the gen[us]." 

In other words, the Applicant has not described with sufficient clarity what is the 
endogenous ligands. 

II. Claims 18 and 19 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. This is a written description rejection. 

The written description requirement for a claimed genus may be satisfied through 
sufficient description of a representative number of species by actual reduction to 
practice, reduction to drawings, or by disclosure of relevant, identifying characteristics, 
i.e., structure or other physical and/or chemical properties, by functional characteristics 
coupled with a known or disclosed correlation between function and structure, or by a 
combination of such identifying characteristics, sufficient to show the applicant was in 
possession of the claimed genus. See Eli Lilly, 119 F.3d at 1568, 43 USPQ2d at 1406. 

A "representative number of species" for the "organoleptically suitable carrier" 
means that the species which are adequately described are representative of the entire 
genus. Thus, when there is substantial variation within the genus, one must describe a 
sufficient variety of species to reflect the variation within the genus. The disclosure of 



Application/Control Number: 10/519,598 Page 5 

Art Unit: 1614 

only one species encompassed within a genus adequately describes a claim directed to 
that genus only if the disclosure "indicates that the patentee has invented species 
sufficient to constitute the gen[us]." 

In other words, the Applicant has not described with sufficient clarity what the 
organoleptically suitable carrier is or are. 

III. Claims 1-19 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. This is a written description rejection. 

The written description requirement for a claimed genus may be satisfied through 
sufficient description of a representative number of species by actual reduction to 
practice, reduction to drawings, or by disclosure of relevant, identifying characteristics, 
i.e., structure or other physical and/or chemical properties, by functional characteristics 
coupled with a known or disclosed correlation between function and structure, or by a 
combination of such identifying characteristics, sufficient to show the applicant was in 
possession of the claimed genus. See Eli Lilly, 119 F.3d at 1568, 43 USPQ2d at 1406. 

A "representative number of species" for the "symptom of hormonal variation" 
means that the species which are adequately described are representative of the entire 
genus. Thus, when there is substantial variation within the genus, one must describe a 
sufficient variety of species to reflect the variation within the genus. The disclosure of 
only one species encompassed within a genus adequately describes a claim directed to 
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that genus only if the disclosure "indicates that the patentee has invented species 
sufficient to constitute the gen[us]." 

In other words, the Applicant has not described with sufficient clarity what the 
symptom of hormonal(s) variation is or are. In order to overcome this rejection 
Examiner suggest the inclusion of at least one of the symptoms in claim 20 in claim 1. 

III. The following is a quotation of the second paragraph of 35 U.S.C. 112: Second 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1 and dependant claims 14-20 are rejected under 35 U.S.C. 112, second 

paragraph, as being indefinite forfaiting to particularly point out and distinctly claim the 

subject matter which applicant regards as the invention. 

The last line of claim 1 recites that the compound is not L-leucine, but line 5 of claim 1 
includes L-leucine and so does claim 6. Is L-leucine included or not. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

Claims 1 , 3, 14-17 and 20 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Gollobin, US 5,789,443. 
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Gollobin teach administering to a patient suffering from the condition- hot flash an 
amount of L-leucine (see abstract and also col. 4 line 60) as in claims 1 and 20, and L- 
isoleucine as in instant claim 3 (see col.3 lines 50+ and also col. 4 line 60). The Gollobin 
reference also teaches with regards to claim 14-17, the compound administered in the 
amount 250-1000 mg/day (see col. 4, lines 33+) as in claim 14, administered orally (see 
col. 4, lines 17+) as in claim 15, in an acceptable pharmaceutical carrier (see col. 4, 
lines 45+) as in claim 16 wherein the claimed compound is in a liquid or solid dosage 
form as in claim 17 (see col. 4 lines 15+). With regards to symptoms that can be 
alleviated by interfering with the activity of endogenous ligands on the a2p subunit of a 
voltage gated calcium channel is anticipated as endogenous substances are those that 
originate from within an organism, tissue or cell. 

Claims 47-48 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Gollobin, US 5,789,443. 

Gollobin teaches a pharmaceutical composition/fomiulation used for the 
treatment of hot flash, (alleviated by interfering with the activity of endogenous ligands 
on the a2P subunit of a voltage gated calcium channel) comprising L-leucine in a 
capsule (thus a single dosage form) (see col. 4, lines 59+) comprising L-isoleucine. 
Also teaches the capsule comprises of two or more compounds (see col. 4, lines 59+). 



Claim Rejections - 35 USC § 103 
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The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-6, 14-17 and 20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Gollobin, US 5,789,443 taken with Henry et al. WO 01/68069 taken 
with Paul US patent 6,149.924. 

Gollobin teach administering to a patient suffering from the condition- hot flash an 
amount of L-leucine (see abstract and also col. 4 line 60) as in claims 1 and 20, and L- 
isoleucine as in instant claim 3 (see col.3 lines 50+ and also col. 4. line 60). The Gollobin 
reference also teaches with regards to claim 14-17, the compound administered in the 
amount 250-1000 mg/day (see col. 4, lines 33+) as in claim 14, administered orally (see 
col. 4, lines 17+) as In claim 15, in an acceptable pharmaceutical carrier (see col. 4, 
lines 45+) as in claim 16 wherein the claimed compound is in a liquid or solid dosage 
form as in claim 17 (see col. 4 lines 15+). 

Henry et al. teaches methods for treating cough or asthma comprising 
administering Methionine as in current claim 5. 

Paul teaches norleucine, alloisoleucine and leucine (see col. 3, lines 33-55) as in 
claims 1-4 and 6. 

One of ordinary skill in the art would combine the teachings of Gollobin taken 
with Henry et al. and Paul to treat a conditions characterized by symptoms that can be 
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alleviated by endogenous ligands because the art teaches the use of these amino acids 
for the treatment of hot flash, asthma and cough. 

Thus one of skill in the art would be motivated at the time the claimed invention 
was made to use the teachings of the above cited references to treat conditions 
characterized by symptoms that can be alleviated by endogenous ligands. 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shirley V. Gembeh whose telephone number is 571- 
272-8504. The examiner can normally be reached on 8:30 -5:00, Monday- Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on 571-272-0718. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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